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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 22 August 2005 . 
2a)D This action is FINAL. 2b)E0 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 3-11 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 3-11 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)IEI All b)Q Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on June 14, 2005 has been entered. Claims 3-1 1 are 
pending and under examination. 

2. The rejection of claim 5 under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which Applicant regards as 
the invention, is withdrawn in view of Applicant's amendment. 



Response to Arguments 
3. The rejection of claims 3-1 1 under 35 U.S.C. 101 for not being supported by either a 
specific, substantial and credible asserted utility, or a well established utility, is maintained for 
reasons of record. Applicant's arguments filed June 14, 2005 have been considered carefully but 
fail to persuade. Applicant's substantive arguments are primarily drawn to the following: 
■ Applicant argues that the utility requirement for the claims has been met because 
expression of MACP-2 is correlated with proliferative diseases, in particular prostate 
cancer. Applicant points to Tables 1, 3 and 4 that demonstrate that MACP-2 is associated 
with prostate cancer, and that MACP-2 nucleotide is found in 71.4% of cDNA libraries 
that are proliferative in nature. 
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- In response to this argument, the Office has considered the data presented in 
Tables 1, 3 and 4 of the specification. However, these data do not demonstrate 
that MACP-2 is indicative of prostate cancer or any other proliferative disease. 
The data show that the MACP-2 nucleotide is present in certain libraries, but 
Applicant has not provided evidence that detection of MACP-2 in prostate cancer 
patients is any different from detection of MACP-2 in healthy individuals. 
According to one of skill in the art, the presence of MACP-2 in a library derived 
from a prostate cancer patient fails to directly translate to diagnosis without 
further testing. 

■ Applicant argues that one of skill in the art would recognize the link between MACP-2 
and cell proliferative disease, particularly prostate cancer. In view of data, MACP-2 is 
useful for diagnosing disease. 

- In response to this argument, lacking a connection between MACP-2 and 
proliferative disease and prostate cancer, one of skill in the art would not 
recognize how MACP-2 is useful. The instant claims are drawn to 
polynucleotides that encode a protein of as yet undetermined function or 
biological significance. Until some actual and specific significance can be 
attributed to the protein identified in the specification as MACP-2, or of nucleic 
acids encoding such or fragments thereof, the instant invention is incomplete. In 
the absence of any functional or biological significance of this protein, there is no 
readily apparent use for it. 
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■ Applicant also argues that Wissmann et al (J. Pathol 201(2):204-212, 2003, 

"Wissmann") is evidence that MACP-2 is a useful diagnostic marker for primary prostate 
cancers. 

- In response to this argument, the examiner has considered the Wissmann 
reference. Wissmann teaches that MACP-2 (WIF1) was down-regulated in 64% 
of primary prostate cancers (abstract). Wissmann also teaches that there is no 
correlation between WIF1 down-regulation and tumor stage or grade for prostate, 
breast or non-small cell lung carcinomas. Wissmann concludes that WIF1 
expression may be an early event in tumorigenesis. 

- It is unclear how Applicant can argue that MACP-2 is present in 7 1 .4% of cDNA 
libraries of proliferative nature, but absent in 64% of primary prostate cancers. 
Either MACP-2 is present or it is not present. These are conflicting data and 
conflicting arguments. Based on Applicant's presentation, if one were to use 
MACP-2 as a marker for prostate cancer, the absence of MACP-2 would be 
tested. However, given that Applicant is also assuming that MACP-2 is present in 
7 1 .4% of cDNA libraries of proliferative nature, one would also be testing for its 
presence. Clarification is requested. 

4. Claims 3-1 1 remain rejected under 35 U.S.C. 1 12, first paragraph, for reasons of record. 
Specifically, since the claimed invention is not supported by either a specific, substantial and 
credible asserted utility, or a well established utility for the reasons set forth above, one skilled in 
the art clearly would not know how to use the claimed invention. 
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5. For reasons of record, claims 4 and 8 remain rejected under 35 U.S.C. 1 12, first 
paragraph, as containing subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Applicant's arguments have been 
carefully considered but fail to persuade. Applicant's substantive arguments are primarily drawn 
to the following: 

■ Applicant argues that the polypeptides that share 95% sequence identity to SEQ ID NO: 2 
are adequately described in view of Table 2, page 51 of the specification. The Table 
shows potential glycosylation sites, signature sequences, and potential phosphorylation 
sites. The same argument is made for polynucleotides that are 95% sequence identical to 
SEQ ID NO: 7. 

- In response, the Office has considered the information provided in Table 2 
regarding SEQ ID NO: 2. Even though Applicant argues that 95% sequence 
identity allows only 19 amino acid changes, one of skill in the art would not know 
what variants of 90% are acceptable. Even if the claims were limited to 
conservative substitutions, one would not know which variants are acceptable 
because the disclosure fails to provide a detailed description directed to the 
intended variants of the polypeptide of SEQ ID NO: 2, or the polynucleotide of 
SEQ ID NO: 7, including critical features of such that should be conserved. It is 
not sufficient to name the claimed variant nucleic acids that can encode for 
polypeptides comprising 95% identity to SEQ ID NO: 2, or the variant 
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polypeptides without disclosure of what features define the claimed genus. The 
disclosure fails to describe the common attributes or characteristics that identify 
the members of the genus. 
- The Office agrees that description of a representative number of species is 

sufficient to meet the written description requirement, however, Applicant has not 
done this. Applicant has only provided one amino acid sequence, and one DNA 
sequence. This disclosure is not supportive of claims to sequences that are any 
less than 100% identical to SEQ ID NO: 2 or SEQ ID NO: 7. 
To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying 
characteristics of the genus. The factors to be considered include disclosure of 
complete or partial structure, physical and/or chemical properties, functional 
characteristics, structure/function correlation, methods of making the claimed 
product, and any combination thereof In this case, the only factor present in the 
claim that is sufficiently disclosed is a partial structure in the form of a recitation 
of percent identity. The specification does not identify any particular portion of 
the structure that must be conserved, nor does it provide a disclosure of 
structure/function correlation. The distinguishing characteristics of the claimed 
genus are not described. The only adequately described species is a polypeptide 
comprising SEQ ID NO: 2, and a polynucleotide comprising SEQ ID NO: 7. No 
active variants are disclosed. Accordingly, the specification does not provide 
adequate written description of the claimed genus. 
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Conclusion 



6. No claim is allowed. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, James C. Housel can be reached on 571- 
272-0902. The fax phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 



Stacy B. Chen 
November 18, 2005 




